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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days wrill be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent temn adjustment. See 37 CFR 1.704(b). 

Status 

1 )S Responsive to communication(s) filed on 23/09/02 . 
2a)n This action is FINAL. 2b)K This action is non-final. 

3) n Since this application is in condition for allowance except for fornnal matters, prosecution as to the nnerits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
Disposition of Claims 

4) S Claim(s) 64-83 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn fronn consideration. 

5) 0 Claim(s) is/are allowed. 

6) 13 Claim(s) 64-68, 71,72. 74. 77. 78. 80 and 83 is/are rejected. 

7) S Claim(s) 69. 70. 73, 75, 76. 79.81 and 82 is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)n accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

1 1) 0 The proposed drawing correction filed on is: a)\Z\ approved b)n disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

1 3) ^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 11 9(a)-(d) or (f). 

a)IElAII b)n Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2. ^ Certified copies of the priority documents have been received in Application No. 09/025. 769 . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) n Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

1) K Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) Paper No(s). . 

2) ^ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) D Notice of Infomriat Patent Application (PTO-152) 

3) ^ Infomiation Disclosure Statement(s) (PTO-1449) Paper No(s) 9 . 6) □ Other: 
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DETAILED ACTION 



Applicants' arguments, filed 14 April 2002, have been fully considered but are not 
deemed fully persuasive. Rejections and/or objections not reiterated fi-om previous office actions 
are hereby withdrawn. The following rejections and/or objections are either reiterated or newly 
applied. They constitute the complete set presently being applied to the instant application. 



Claim Rejections - 35 USC § 102 



The following is a quotafion of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States, 
(e) the invention was described in a patent granted on an application for patent by another filed in the United 
States before the invention thereof by the applicant for patent, or on an international application by another who 
has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this title before the invention 
thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act of 1999 
(AIPA) do not apply to the examination of this application as the application being examined 
was not (1) filed on or after November 29, 2000, or (2) voluntarily published under 35 U.S.C. 
122(b). Therefore, this appHcation is examined under 35 U.S.C. 102(e) prior to the amendment 
by the AIPA (pre-AIPA 35 U.S.C. 102(e)). 
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Claims 64-67 and 83 are rejected under 35 U.S.C. 102(b) as being anticipated by Sigma 
Catalogue Number D1915, D2040, D2165, D2290 (1993). The catalogue numbers represent 
various pTZ plasmids from E. coli. The plasmids comprise DNA cleavage sites that are unique 
to said vector, as well as DNA cleavage sites for insertion of a nucleotide sequence with unique 
cleavage sites (page 46), meeting the limitations of claims 64-66 and 83. Futhermore, the 
plasmid vectors contain an origin of replication, a T7 promoter element, an ampicillin resistance 
gene, a detection tag and a recombination site, meeting the limitations of claims 67. 

Claims 64-68 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Maneewannakul et al. (Plasmid (1994) Vol.31, pages 300-307). Maneewannakul et al. teach 
construction of vector pKSM710 containing inducible promoters for expression of genes inserted 
into the multiple cloning site, termination sequences, origin of replication, unique sites for 
restriction sites, antibiotic resistance genes, reporter genes, and sites for insertion of cleavage 
sites for proteases or cytokines, thus meeting all of the limitations of the above claims (see pages 
300-304). 

Claims 64-68, 71, 72, 74, 77, 78, 80, 83, and those dependent there from are rejected 
under 35 U.S.C. 102(e) as being anticipated by US 5,693,493 (Robinson et al., 1997). Robinson 
et al. teach methods whereby a protein is processed and assembled into a functional form 
utilizing suitable vectors. The vectors include multiple cloning sites with markers, antibiotic 
resistance genes, restriction sites etc. (column 23, lines 6-28). The vectors contemplated further 
include sequences from antibody heavy chains, light chains and constant regions (column 12, 
lines55-62), as required by claim 71, and thus would have unique cleavage sites at the 
boundaries between each consensus framework region, as required by claims 72, 74, 78, and 80 
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see, for example, figure legends 7 and 12; column 27, lines 40-55). Furthermore, a variety of 
CDR sequences to a variety of antigens can be cloned into framework sequence to provide a 
polynucleotide sequence encoding an immunoglobulin with particular binding specificity 
(Example 111). The engineered sequences can be cloned into vectors for expression in eukaryotic 
or prokaryotic host cells for expression of the encoded polypeptides. 

Claim Objections 

Claims 69,70,73,75,76,79,81 and 82 are objected to as being dependent upon a rejected 
base claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 

Inquiries 

Papers related to this application maybe submitted to Technical Center 1600 by facsimile 
transmission. Papers should be faxed to Technical Center 1600 via the PTO Fax Center located 
in Crystal Mall 1 . The faxing of such papers must conform with the notices published in the 
Official Gazette, 1096 OG 30 (November 15, 1988), 1156 OG 61 (November 16, 1993), and 
1 157 OG 94 (December 28, 1993) (See 37 CFR § 1.6(d)). The CMl Fax Center number is either 
(703) 308-4242, or (703) 308-4028. 

Any inquiry conceming this communication or earlier communications fi-om the 
examiner should be directed to Lori A. Clow, Ph.D., whose telephone number is (703) 306-5439. 
The examiner can normally be reached on Monday-Friday fi'om 9 A.M. to 5 P.M. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael P. Woodward, Ph.D., can be reached on (703) 308-4028. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to Patent Analyst, Tina Plunkett, whose telephone number is (703) 305-3524, 
or to the Technical Center receptionist whose telephone number is (703) 308-0196. 
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